
October 20, 2000 

Dockets Management Branch (HFA-305) 
FOOD AND DRUG ADMINISTRATION 
5630 Fisher Lane, Room 1061 
Rockville, Maryland 20852 

RE: Public Docket #95D-0349 

Dear Sir or Madam: 

Please revise the equipment listing in the SUPAC Equipment Addenda as follows: 

l SUPAC-IR/MR Manufacturing Equipment Addendum 

l Change name from Diosna (Fluid Air) to Pharmx (Fluid Air) 

l Unit Onerations 
Blending and Mixing 
Granulation 
Drying 

Class Subclass 
Convection Mixers Vertical High Intensity Mixers 
Wet High Shear Granulator 
Gas Stripping 

Vertical (Top or Bottom Driven) 
None Identified 

l Product brochure including picture of the equipment is attached. 

Please feel free to call should you require additional information. 

Martin P. Bender 
President 

Enclosures 

cc: Quality Implementation Staff (HFD-3 57)) FDA 

2550 White Oak Circle 0 Aurora, /L 605049678 @ Phone: 630-851- I.200 
FAX. 630-851- 1244 



b Proven Mixer and Chopper Designs 

b 90% Maximum Operating Capacitv 

b Mixer Tool InsDection Svstem 

b Power and/or Toraue Measuring 
b WIPKXP Cleaning 
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